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TO HUONG DAN SU DUNG THUOC

Vién nén nhai
CLATIZET

Dé xa tam tay tré em;

Doc kf hiedng dén sir dung truée khi ding;

Néu can thém théng tin xin hoi y kién bdc sp hodc dwoc sy,

THANH PHAN

Thanh phin hoat chiit:

Loratadine 10 mg.

Thanh phén td dwoc:

Mannitol, lactose monohyrate, povidone K30, colloidal anhydrous silica, aspartam, talc,
magnesium stearate, sodium starch glycolate, huong cam

DANG BAO CHE

Vién nén tron, mau tring, mdt mit ¢6 gach ngang, mdt mit ¢4 chir “SAOKIM”, canh va
thanh vién lanh 1an.

CHIi PINH

CLATIZET duogec chi dinh trong diéu trj triéu chimg ciia bénh viém mii di tmg va may day
vO ¢iin man tinh cho ngudi 16n va tré em trén 2 tudi.

LIEU DUNG, CACH DUNG

Liéu ding:

Nguoi 16m va tré em trén 12 tudi: 1 vién x 1 lan/ngay

Tré em 2- 12 tuoi:

Trén 30kg: 1 vién x 1 lan/ngay

Dudi 30 kg: CLATIZET khéng pht hop ding cho tré em dudi 30 kg.

Tré em duwdi 2 tusi: Tinh an toan va hiéu qua ciia loratadine trén tré em dudi 2 tudi vin chua
dugce xac dinh. Vi viy khéng dung CLATIZET cho tré em dudi 2 tudi.

Ngueoi cao tusi: Khong can didu chinh lidu cho ngudi cao tudi.

Bénh nhén suy than: Khong cén diéu chinh lidu cho bénh nhan bi suy thén.

Bénh nhdn suy gan: Bénh nhin suy gan ning nén dung lidu khoi dau thip hon 1iéu binh
thudng vi cé thé giam db thanh thai cta loratadine. Nhimg ngdy sau d6 c6 thé ding lidu
10mg/ngay.

Cach diang:

C6 thé dung thude bét ky thoi gian ndo trong ngay.

CHONG CHI DPINH
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Qué min véi loratadine hoac bit ky thanh phin nao cta thube.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Nén thin trong khi sit dung CLATIZET cho bénh nhén bi suy gan ndng.

Phai ngimg udng CLATIZET it nhat 48 gid trude khi lam céc test trén da vi cée thuéc?

khang histamin c6 thé ngan ngira hoic lam gidm cac phan ting dvong tinh trén da.

CLATIZET c¢6 chira t& dugc lactose monohyrate, vi vy nhitng bénh nhén c6 vin dé di:
truyén hiém gip v& khong dung nap galactose, thiéu hut Lapp lactase hoiic kém hip thu

glucose-galactose khdng nén dimg thude nay,
SU DUNG THUGC CHO PHU N CO THAI VA CHO CON BU
Phy nit oo thai:

Cic dir ligu nghién ctu trén phy nir mang thai cho thdy loratadine khong gdy di tat trén thai

nhi hofic tré 50 sink. Nghién clru trén d6ng vt cho thiy loratadine khéng 6 the hai trye tidp.
hay gian ti€p trén dac tinh sinh san. Tuy nhién dé phong ngiva, phy nét mang thai chi nén:

dong loratadine khi thit sy chn thiét,

Pl nit chio con bi;

Loratadine va chit chuyén héa c6 hoat tinh ctia né duge bai tiét vao sira me. Vi vdy,

loratadine khong duoc khuyén céo diing cho phuy nit dang cho con bi.

ANH HUONG CUA THUOC LEN KHA NANG LAl XE, VAN HANH MAY MOC

Céc thir nghiém lam sang cho thdy loratadine khong inh hudng t6i kha niing 14 xe va vin
hanh mdy méc. Tuy nhién cling nén théng bdo cho bénh nhan biét réng da c6 trudmg hop
{rAt hifm) cam thdy budn ngti sau khi udng loratadin, nén cé thé anh hudng t6i viée 14l xe va

van hanh may méc.
TUONG TAC, TUONG KY CUA THUOC

Twong tdc thubc v6i cdc thude khde

Céc chit irc ché CYP3A4 hofie CYP2D6 c6 thé 1am ting ndng d6 cia loratadine khi ding

ddng thi, do d6 lam ting tac dung khong mong mudn,

Céc nghién ciru ¢6 kiém soat da ghi nhan ndng d¢ trong huyét twong cia loratadine tang khi
st dyng dong thoi véi cac thude ketoconazol, erythromyein, cimetidin, T uy nhién khong c6 -

sy thay ddi 6 ¥ nghia teén Jam sang (bao dm dién tim dd).

Tuong tdc thube véi thike dn, &6 udng

Céc nghién ey vé& tam thin vén dong cho thdy loratadine khong cé tac dung tiém An khi

ding déng thai véi ruou.
Tieong ky cita thude:

Do khong c6 dit liéu v& tinh tirong ky cta thubc, khdng nén tron 14n thube nay véi thube
khéc.

TAC DUNG KHONG MONG MUON

[
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Téac dyng khéng mong mudn duge xép theo cic nhom cta tAn s6 xuAt hién theo quy uéc thn
s6 MedDRA:

Rét phé bién (ADR > 1/10); phd bién (1/10 >ADR> 1/100); khdng phd bién (1/100> ADR >
1/1.000); hidm gip (1/1.000 > ADR > 1/10.000); vt hiém gip (ADR< 1/10.000); chua 3’
(khong thé ude tinh tiy dir lidu san cb.

Khi st dung loratadine véi Héu 16n hon 10mg hang ngdy, nhitng tac dung sau day c6 thé

xay ra:

Thirong gdp, 1/10 >ADR> 1/100.

Thén kinh: dau ddu.

Tiéu hoa: kho miéng.

It giip, 17100> ADR > 1/1.000:

Thin kinh: chéng mt.

H6 hip: khd mili, hiit hoi.,

Khac: viém két mac.

Hiém gap, 1/1.000 > ADR > 1/10.000:

Thén kinh: trAm cam.

Tim mach: tim dp nhanh, loan nhip nhanh trén thit, danh tréng ngure.
Tiéu hoa: budn non.

Chuyén héa: chirc ning gan bt binh thudmg, kinh nguyét khéng déu.

Khac: ngoal ban, n0i mé day, choang phan vE.

Thong bdo ngay cho bdc sy hode dwge sy nhiing phdn tng ¢6 hai gdp phdi khi sir dung

thube.
QUA LIEU VA XU TRI

Qud tiéu

Céc triéu chimg khi siv dung qua licu foratadine bao gdm budn ngit, nhip tim nhaoh va dau

£}

dau.

X fef

Khi qud Héu, didu trj triéu chimg va cac bién phép hd trg cdn thiét. C6 thé ding than hoat,
rira da day. Loratadine khong duge loai bo bﬁng thiam tach mau va chura biét ¢6 duoc loai bd

bang thAm phan phiic mac hay khéng,

81 dung loratadine v&i liéu thdp nhét ma ¢ hiéu qua.

DUQC LUC HOC

Nhém duge Iy: thude khéng histamin thé hé 2 - ddi khéng thu thé H1.
Ma ATC: RO6AX 13

et
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Co ché tac dung:

Loratadine 1a mdt thudc khang histamin 3 vong ¢ tac dung kéo dai déi khang chon loc trén
thy thé H1 ngoai bién va khong c6 tic dung lam diu trén than kinh trung wong. Loratadine
thubc nhém dbi khang thy thé H1 thé hé thir hai (khéng an than).

Loratadine c6 tac dung 1am gidm céc tri¢u chig cia viém mili va viém két mach dj img do
gidi phong histamin. Loratadine con ¢6 téc dung chéng ngtra va ndi mé day lién quan dén
histamin. Tuy nhién, loratadine khdng c6 tac dung bio vé hodic trg gitip 1dm sang d&i véi
truong hop giai phong histamin ning nhu chodng phan vé. Trong trudng hop do, didu tri
ch yéu 1a diing adrenalin hoc corticosteroid.

Thubc dbi khang H1 thé hé thir hai (khong an thin) khong phan bd vao ndo khi diing thube
v6i lidu thong thuong, do d6 loratadine khong c6 tac dung an than,

Dic biét dbi vai thin kinh trung wong, loratadine ¢6 tan suft tic dung phu thip hon nhimg
thuc khéng histamin thugc thé hé thir hai khac. Vi vdy, loratadine la thude lya chon déu
tién dé diu tri viém miii di tmg hoic mé day dj img.

DUQC PONG HQC

H&{p thu

Loratadine hip thu nhanh sau khi uéng. Thirc &n lam chim sy hép thu cia loratadine nhung
khong anh anh hudng t6i hiéu qua 1dm sing. Théng sb sinh kha dung cua loratadine va chit
chuyén hoa ¢6 hoat tinh phu thudc theo lidu.

Sau khi udng loratadin, tdc dung khang histamin ciia thudc xuét hién trong vong 1-4 gid, dat
t6i da sau 8-12 gi&r va kéo dai hon 24 gio.

Phin bé:

97 - 99% loratadine lién két véi protein huyét twong va chét chuyén hoa desloratadine lién
két vira phai v6i protein huyét twong (73-76%). O nguoi khée manh, nira thoi gian phan bd
trong huyét twong cia loratadine va chit chuyén héa chinh cua né twong ung la 1 gio va 2
giy

Loratadine va chit chuyén héa c6 hoat tinh ctia n6 duge bai tiét vao sira me.

Chuyén héa:

Loratadine bi chuyén héa manh qua gan ldn diu chi yéu bdi CYP3A4 va CYP2D6, Chét
chuyén héa chinh 13 desloratadine ¢6 hoat tinh duge 1y va gép mdt phin lén vao tac dung
lam sang cua thudc. Nong do dinh trong huyét twong cia loratadine va desloratadine dat
dugc trong khoang thoi gian twong tmg 12 1-1,5 gidr va 1,5-3,7 gi¢r sau khi udng.

Thai triv;

Khoing 40% liéu duoc thai trir qua nuée tiéu va khoang 42% qua phén trong khoang thdi
gian 10 ngay, chi yéu dudi dang chét chuyén hoa lién hop. Khodng 27% duoc thai trir qua
duong nudc tiéu sau 24 git diu tién. Dudi 1% chét c6 hoat tinh duoc thai trir dudi dang
khong dbi, nhwr loratadine holic desloratadine.
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Thoi gian ban thai ctia loratadine ¢ nguoi lén khde manh 1a 8,4 gio (dao dong tr 3-20 gidr)
va cia desloratadine 1a 28 gid (dao dng tir 8,8-92 gio).

Bénh nhdn suy than:

0 nhitng bénh nhan suy thdn man tinh, gid tri AUC va Cmax ting 1€n so voi ngudi ¢6 chic
ning thin binh thudng. Thoi gian ban théi trung binh cila loratadine va desloratadine khac
biét khéng dang k& so v6i ngudi binh thuong. Thim phan méau khéng anh hudng t6i thong
sb dugc dong hoc cia loratadine va desloratadine & nhitng bénh nhan suy thdn man tinh.

Bénh nhdn suy gan:

Nhitng bénh nhén bi gan man tinh do rugu, gi tri AUC va Cmax cla lmratad"'?Ol
d6i, con théng s6 duge dong hoc cua desloratadine khac bi¢t khong dang k€ so
chirc nang gan binh thudng. Thoi gian ban thai cia loratadine va chit chuyén hqﬁ} i
luot 14 24 gior va 37 gid va tang 1én theo mirc d§ ning ctia bénh.

Nguoi cao tuéi:

Théng sé duge dong hoc cia loratadine va desloratadine 1a twong duong nhau & ngudi binh
thudng khée manh so véi ngudi cao tudi khée manh.

QUY CACH PONG GOI

Hop 1 vi x 10 vién, kém theo t& huéng din st dung.

PIEU KIEN BAO QUAN

Bao quan: Noi khoé mét, tranh dnh sang, nhiét ¢ dudi 30°C.

HAN DUNG

Han dung: 36 thang ké tir ngdy san xudt,

Khoéng sir dung thuéc qua han ghi trén bao bi.

N TIEU CHUAN
: Tiéu chuln: TCCS.
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